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This material is being distributed by Dewey & LeBoeuf LLP on behalf of the 
Saudi Food and Drug Authority. Additional information is on file 
with the U.S. Department of Justice in Washington, DC 

November 8,2011 

VIA OVERNIGHT COURIER 

Dr. Beth P. Bell, MPH 
Director 

National Center for Emerging and Zoonotic Infections 
Centers for Disease Control and Prevention 
1600 Clifton Road 
Atlanta, Georgia 30333 

Dear Dr. Bell: 

We represent the Saudi Food and Drug Authority ("SFDA") in connection with a United 
States Food and Drug Administration ("US FDA") matter that concerns, among other things, 
country attribution of three cases of variant Creutzfeldt- Jakob Disease. We are seeking 
information regarding two of these cases that were diagnosed in the United States. We 
understand that one of these cases - as identified in the attached issue summary prepared by the 
Transmissible Spongiform Encephalopathies Advisory Committee ("TSE Committee") - was 
diagnosed at the Mayo Clinic and confirmed by the National Prion Disease Pathology 
Surveillance Center at Case Western Reserve University (which was founded and is currently 
supported by the CDC). The other - also described in the attached issue summary - was 
diagnosed by the UCSF Hospital at the University of California in San Francisco and referred to 
the Surveillance Center. 

The SFDA has requested this information from the US FDA and, while the US FDA has 
not declined the request, the SFDA has not yet received the information. The SFDA has not 
asked the Surveillance Center for this information directly because of concerns that the 
Surveillance Center will deny disclosure of this information to the SFDA based on a belief that 
the Health Insurance Portability and Accountability Act of 1996 ("HIPAA") prevents such 
disclosure. 
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We believe that disclosure of this information is "excepted" from HIPAA as a "public 
health activity." More specifically, we believe that disclosure to the SFDA would be permitted 
at the direction of the CDC (or the US FDA) to the Surveillance Center under 145 C.F.R. 
164.512(b)(l)(i) , which allows disclosure of HIPAA-protected information at the direction of a 
United States public health authority to a foreign government agency that is acting in 
collaboration with a United States public health authority. 1 As noted above, the SFDA is 
working with the US FDA on this issue and therefore such a request would clearly come within 
this exception. In addition, we note that the Saudi Arabia Ministry of Health has signed a 
Memorandum of Understanding with the United States Health and Human Services (copy 
attached) that specifically calls for cooperation between the United States and Saudi Arabia 
respecting, among other things, public health (including epidemiology and disease surveillance). 
A direction to the Surveillance Center to disclose this information to the SFDA would be 
consistent with the Memorandum of Understanding. 

On behalf of the SFDA, we thus request that the CDC direct the Surveillance Center to 
disclose this information to 

Ziad Memish, MD, FACP, FRCPC, FIDSA 

Assistant Deputy Minister of Health 

Preventive Medicine Directorate 

Ministry of Health 

Riyadh 11176 

Kingdom of Saudi Arabia 

Because we believe that a direction from either the CDC or the US FDA appropriately triggers 
the public health activity exception described above, we also have requested that the US FDA 
direct the Surveillance Center to disclose this information. 

1 145 C.F.R. 164.512(b)(l)(i) provides, in relevant part (emphasis added), as follows: 

(b) Standard: Uses and disclosures for public health activities. 

(1) Permitted disclosures. A covered entity may disclose protected health information 
for the public health activities and purposes described in this paragraph to 

(i) A public health authority that is authorized by law to collect or receive such 
information for the purpose of preventing or controlling disease, injury, or 
disability, including, but not limited to, the reporting of disease, injury, vital 
events such as birth or death, and the conduct of public health surveillance, 
public health investigations, and public health interventions; or, at the 
direction of a public health authority, to an official of a foreign government 
agency that is acting in collaboration with a public health authority .... 
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Receipt of the requested information is very important to the SFDA's being able to 
address the appropriateness of attributing the two described vCJD cases to Saudi Arabia and thus 
prompt receipt of the information is imperative. With that in mind, we have taken the liberty of 
preparing a draft letter to the Surveillance Center from the CDC directing disclosure of the 
information to the SFDA. 

Please do not hesitate to contact me if you have any questions or require any additional 
information. 



Cc: Stephan S. Monroe, Ph.D. 
Director 

Division of High-Consequence Pathogens and Pathology 
National Center for Emerging and Zoonotic Infectious Diseases 
Centers for Disease Control and Protection 
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Sincerely, 




Ann M. Ashton 
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Dr. Pierluigi Gambetti 
Director 

National Prion Disease Pathology Surveillance Center 

Institute of Pathology 

Division of Neuropathology 

Case Western Reserve University 

2085 Adelbert Road 

Cleveland, Ohio 44106-4907 

Dear Dr. Gambetti: 

The Saudi Food and Drug Authority ("SFDA") is currently involved in a proceeding with 
the United States Food and Drug Administration ("US FDA") that involves, among other things, 
attribution of two cases of variant Creutzfeldt-Jakob Disease to Saudi Arabia. The cases are 
described in an issue summary prepared by the US FDA's Transmissible Spongiform 
Encephalopathies Advisory Committee as follows: 

An earlier case of vCJD in 2003, never described in detail, affected 
a 3 3 -year old Saudi citizen who underwent brain biopsy at a 
hospital in Saudi Arabia; vCJD was diagnosed from a sample of 
the biopsy sent to the Mayo Clinic, Rochester, Minnesota, and 
confirmed by the National Prion Disease Surveillance Center, Case 
Western Reserve University, Cleveland, Ohio. 

One previous case of vCJD, diagnosed by brain biopsy at the 
UCSF Hospital, University of California, San Francisco, and 
briefly described by the CDC, occurred in a person living in 
Virginia who was a non-Saudi Arabian national born and raised in 
Saudi Arabia. That person's family recalled no history of travel to 
UK except for connecting flights. 

The SFDA is requesting all information regarding the individuals involved in these cases, 
including the information relied upon in attributing the cases to Saudi Arabia. 
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The CDC has determined that the SFDA's request for this information falls within the 
public health activity exception to the Health Insurance Portability and Accountability Act of 
1996 ("HIPAA") found at 145 C.F.R. 164.512(b)(l)(i), which provides for disclosure "at the 
direction of a public health authority, to an official of a foreign government agency that is acting 
in collaboration with a public health authority." 

The CDC therefore directs the Center to provide the SFDA with the complete record 
underlying the diagnosis of these two case of vCJD, including all information available about the 
individuals involved. This disclosure should be made promptly to 

Ziad Memish, MD, FACP, FRCPC, FIDSA 

Assistant Deputy Minister of Health 

Preventive Medicine Directorate 

Ministry of Health 

Riyadh 11176 

Kingdom of Saudi Arabia 

If you have any questions, please do not hesitate to call . at . 

Sincerely, 
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MEMORANDUM OF UNDERSTANDING 
FOR COOPERATION 
BETWEEN 
THE MINISTRY OF HEALTH 
IN THE KINGDOM OF SAUDI ARABIA 
AND 

THE DEPARTMENT OF HEALTH AND 

HUMAN SERVICES 
IN THE UNITED STATES OF AMERICA 
FN THE 

FIELD OF PUBLIC HEALTH AND MEDICAL 
SCIENCES 

The Ministry of Health in the Kingdom of Saudi 
Arabia and the Department of Health and Human 
Services in the United States of America 
"hereinafter referred to as the Two Participants," 
understanding the benefit of unified efforts to 
address issues of public health and medical and 
scientific challenges of mutual concern; desiring 
to foster and strengthen relationships between 
the Two Participants and understanding the 
importance of working together in solving 
common health issues, realizing the mutual 
interesi of the Two Participants in the field of 
prevention of diseases and promotion of health; 
and desiring to strengthen the existing ties 
between the medical and research institutions in 
both countries in the fields of public health and 
medical sciences: 

Have reached the following understandings: 
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Section 1: General Principles 

The Two Participants intend to strengthen 
cooperation in health fields according to the 
following principles: 

1 - The purpose of cooperation under this 
Memorandum of Understanding (MOU) is to 
support and strengthen existing relationships in 
the fields of public health among individuals, 
organizations, and institutions of both 
Participants. 

2 - The Participants intend to specify cooperation 
areas of mutual interest. 

3- Joint activities between the Two Participants 
should be carried out through coordination with 
international health organizations, such as the 
World Health Organization, 

Section 2: Areas of Cooperation 

The Two Participants intend to strengthen 
cooperation between them in areas of joint 
interest, which may include, for example, the 
following: 

1 -Health information systems, including proper 
application of information science and 
technology, capacity building strategy; 
standards and information systems for routine 
disease surveillance, laboratories, medical care, 
health surveys, emergency, outbreak 
investigations, and mass gatherings; 



2-Human resources, including capacity building 
in the areas of delivery of health services, public 
health systems, academic and scientific training 
on government and private levels, cooperation 
in training pertaining to the Saudi field 
epidemiology program, and improving 
surveillance of communicable and non- 
communicable diseases. 
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3 -Public health including epidemiology, disease 
surveillance, communicable diseases, zoonosis, 
chronic diseases (risk factors related to chronic 
diseases), disaster preparedness and 
management, nutrition, maternal and child 
health, congenital deformities, preventive 
health, and health promotion; 



4-Health-related concerns of women and special 
needs populations, including the elderly, the 
disabled, teenagers, children and other 
vulnerable groups; 



5 - Health services research, including assessment 
of health care technologies, health services 
delivery systems, health services financing, 
health care cost containment; and public health 
intervention; 

6- Diseases and health conditions of special 
interest, such as pathogens, particularly 
influenza; 

7- Pubiic policies oriented to disease prevention 
and health promotion; 

8- Biomedical and behavioral research: and 



9-Any other area as mutually identified by the 
Two Participants, 

Section 3: Methods of Cooperation 

Cooperation under this MOU may be carried out 
through any of the following methods: 
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1 - Exchange of information. 

2- Exehange of experts and academicians, 

3 - Training Saudi health and medical workforce. 

4 - Conducting joint research, 

5- Holding conferences and seminars. 

6- Any other method as mutually identified by 

the Two Participants. 

The Two Participants endeavor to promote 
relations and direct ties between institutions and 
individuals in both countries as needed, so as to 
enhance cooperation in areas of public health and 
medical sciences, 



Section 4: Regulating Cooperation 

I . The General Directorate of International 
Relations in the Ministry of Health in the 
Kingdom of Saudi Arabia and the Office of 
Global Health Affairs in the Department of 
Health and Human Services in the United States 
of America are to act as the coordinators for 
cooperation within the framework of this MOU. 
Areas of cooperation provided for in Section 2 of 
this MOU are to be speci fied in accordance with 
the priorities mutually determined by the Two 
Participants. 

2 The coordinator of each Participant is to name 
an administrative coordinator to oversee the 
implementation of activities set out in this MOU. 
The Two Participants may form joint working 

committees of experts and specialists from both 
sides to follow up on the implementation of this 
MOU. Said committees may convene as 
necessary'. 
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Section 5; Financial Aspects and Disclaimer :< ^U] ji^i 

1 Activities carried out under this MOU are to ^ jLLl ^ Ai^^jL^ - J 

be conducted in accordance with the applicable 4JLkJ ^j-Wj a -^^ 

laws and regulations in both countries, .Uj^ 

2-Activities carried out under this MOU are to olft jt-U ^ ^jl^ <^ -U^^H - Y 

be subject to the discretion of each Participant Uj (jjS jl^l c> J* S 

and are to be subject to the availability of ' "j ^ u ajL^I ^ ^JaiJ U£ 

appropriated funds. S ^ , r j ^ 

3 -Each Participant is to bear the costs of its <&J^ ^}SLS3 u£j^ t> ^ 

own participation. Funding arrangements for ^jUIaH '^iiVl ^ -U^aJl 

specific activities may be made by mutual , VyS ^ x^^J <S-iy& jj 

determination of the Two Participants. ^ ^ U ^ 

4-This MOU is not an international agreement ^ lift ^ ^ u] - 1 

and does not give rise to rights or obligations cJ-f?>tj j'l tjj-^ *>** Jl -^ c 

under international law. ty J j-ill ijjjlaSl v^J-*? 

S^oif 6: Commencement. Discontinuation, fl^jj jUSfi ijSi^ d*^ : ^ jUJi 

aifrf Modification tHk&J 

1 . This MOU is to become effective on the date Jw*. ijfc^ U 1 JJ^ lJ- - J 
of signature by both Participants. It is to j£JLi_*l! £_j3jj ^jjU j_* IjM^' i_a4ll 
remain valid for two years, and the 4 ^_^ - s ^j J^dA\ ^jU JJiS jjlj tUJo 
Participants may review and mutually decide , a , t, .UL*2 ) , 
to continue their cooperation be tore that J - « -7 ^ y * 
period ends. ^ JJ^' **-»J-i ^ 

2. The Two Participants may, at any time, ^^'^i^J^^ofJ^JJ^' 1 
modify this MOU by mutual, written consent. .Us-aK c> ^ ^ kj3£-a Sr^J^ 

3. Either Participant may. at any time, ^ ^ . , 
discontinue its cooperation under this MOU, if\ ^ fjJi J OP>J^ ] <f* \ 
and should endeavor to notify the other party __i AJJ^ OjUj cU^H 
thereof, in writing, ax least six months in Q \ A ^.Juijj i'ijSl^iS o^A J-L] 
advance of its intent to discontinue its ^ - ^ / ^ ^ ; ^ ^ j^y 

participation. JJfJl i ^ jjUSlI «M ^J 12 
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4, In case of discontinuation of this MOU, its _ya^'\ i$j£Lx*ll cU*^ yr 3 ~ l 

provisions are to remain valid for joint y> A \ ^JjJS ^ ; oiili l^llfLJ 

programs until completed, w , „ • • .., , I'-.NM -u 

Signed in Geneva. Switzerland on dated ' ' .-'•/., ■ , . 

/ / 14, and corresponding in ^>-4 ,u y^V>-^ I ' 8 v 

duplicate, in the Arabic and English languages. jjJl aij i^Y • £ —A ^ i 1 /^ 

All the texts shall be equally binding. a /juitt—J A^^-j 



FOR THE DEPARTMENT OF HEALTH AND 
HUMAN SERVICES IN THE UNITED 
STATES OF AMERICA 
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THE MINISTRY OF HEALTH 

IN THE KINGDOM OF SAUDI ARABIA 
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FDA Transmissible Spongiform Encephalopathies Advisory Committee (TSEAC) 

23rd Meeting, August 1, 2011 
Gaithersburg, MD 

Issue Summary 

Donor Deferral/Ineligibility for Time Spent in Saudi Arabia to Reduce Risk of vCJD 
Transmitted by Blood and Blood Products and by Human Cells, Tissues and 
Cellular and Tissue-Based Products (HCT/Ps) 

Issue 

FDA seeks advice from TSEAC on whether, based on three cases of vCJD in individuals 
likely to have been infected with the BSE agent in Saudi Arabia, to modify current vCJD- 
related safety recommendations for donors of blood and blood components, including 
Source Plasma, and for donors of HCT/Ps, to recommend deferring of certain blood 
donors or finding ineligible certain donors of HCT/Ps for time spent in Saudi Arabia. 

Background 

vCJD in recent Saudi immigrant to Canada. In March 201 1 Health Canada described a 
probable case of vCJD in a recent immigrant. The diagnosis of vCJD was supported by 
results of a tonsil biopsy in Canada showing accumulation of abnormal prion protein 
[26]. The patient is a young man, born in 1986, who spent most of his early life in Saudi 
Arabia (12 yr) and, later, in neighboring Dubai, United Arab Emirates (4 yr) [4, 1 1]. He 
first showed symptoms of vCJD early in 201 1 before emigrating from Dubai to Canada. 
The probable time of food-borne infection with the BSE agent for individuals with the 
patient's prion-protein-encoding (PRNP) genotype (129MM) falls within the years he 
lived in the Arabian Peninsula (estimated median incubation period of food-borne vCJD 
for persons with the PRNP-\29-MM genotype, estimated to be 12 to 13 yr [1, 18]). 
Authorities at Health Canada [19] have concluded that the man, who has no history of 
surgery or blood transfusion, was probably infected by dietary exposure to the BSE agent 
while in the Arabian Peninsula, more likely in Saudi Arabia, where he spent most of his 
early years, than in Dubai. It is much less likely, though not impossible, that he might 
have been exposed to the BSE agent during a visit of two weeks to the UK in 1 995 (near 
the end of the UK BSE dietary risk period). He paid a second brief visit to the UK in 
2002. six years after the UK dietary risk period is thought to have ended [25]. This is the 
third case of vCJD plausibly attributed to a dietary exposure to BSE agent in Saudi 
Arabia. 

vCJD in other persons born in Saudi Arabia. One previous case of vCJD, diagnosed 
by brain biopsy at the UCSF Hospital, University of California. San Francisco, and 
briefly described by the CDC, occurred in a person living in Virginia who was a non- 
Saudi Arabian national bora and raised in Saudi Arabia [5]. That person's family recalled 
no history of travel to UK except for connecting flights. An earlier case of vCJD in 2003. 
never described in detail, affected a 33-year-old Saudi citizen who underwent brain 
biopsy at a hospital in Saudi Arabia; vCJD was diagnosed from a sample of the biopsy 
sent to the Mayo Clinic, Rochester, Minnesota, and confirmed by the National Prion 
Disease Surveillance Center, Case Western Reserve University, Cleveland, Ohio [1]; 
CDC noted that the patient "may have visited the UK, if at all, only for several days" 

1 
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(although he had visited France) and concluded that he was most likely to have been 
infected in Saudi Arabia [5]. 

BSE in Saudi Arabia. Saudi Arabia has not reported any case of BSE to the World 
Organisation for Animal Health (OIE) [36]. BSE has very rarely been recognized in other 
countries of the general region: two cases of BSE were reported in cattle imported into 
Oman in 1989 [37] and one case in a native bovine in Israel was reported in 2002 [38]. 
However, Saudi Arabia was identified as having imported live cattle and beef products 
from the UK during the period of concern (1980-1996) [24], and Saudi Arabia was 
identified as a consignee of meat-and-bone meal (MBM) of UK origin, during the years 
1988-1993 when MBM might have been contaminated with the BSE agent [23]. 

We have assumed, for the purposes of this analysis, that the major risk of human 
exposure to the BSE agent in Saudi Arabia was from beef and live cattle of UK origin 
exported to the region during the years of concern: 1980 through 1996. According to 
Sanchez- Juan and colleagues [24], the UK exported to Saudi Arabia almost 1,000 live 
bovines (1980-1990) and about 32,000 tons of carcass meat (1980-1996). Earlier 
estimates of exports reported by a representative of the World Health Organization 
(WHO) to TSEAC were roughly similar [23]. However, we cannot verify the accuracy of 
those figures. We have also assumed that exports of live cattle, beef, MBM and other 
bovine-derived products exports from the UK to Saudi Arabia ceased when the European 
Commission prohibited such exports both to Member States of the European Community 
and to "third countries" in March 1996 [16]. Furthermore, the UK implemented an 
enhanced prohibition of mammalian proteins in ruminant feed in 1996 and other controls 
to enhance the safety of food for humans and animal feeds by the end of 1996 [25]; 
therefore, we conclude that the risk of exposure to the BSE agent in any products and live 
cattle exported from the UK to Saudi Arabia after that time was small. 

We acknowledge that other BSE countries (i.e., countries of Europe) might also have 
exported beef to Saudi Arabia and neighboring countries both during the years 1980 
through 1996 and afterwards, however (1) the much lower rates of both diagnosed BSE 
and vCJD cases in other countries relative to the UK suggest that the risk associated with 
beef from those countries must be considerably less than for UK beef, and (2) we have 
not been able to estimate imports of beef from non-UK countries into Saudi Arabia. We 
are also unable to estimate cross-border sales of cattle or beef products in the region or 
the possibility that BSE might have been introduced into native ruminants in Saudi 
Arabia by the use of MBM — either imported or domestically produced — in animal feed 
supplements. Saudi Arabia is estimated to have had about half a million cattle in 1998 
and far larger numbers of camels, goats, and sheep [2]. While acknowledging the 
theoretical possibility of BSE infections in local ruminants, we concluded that the risk of 
such infections is probably much less than that of beef products from the UK and too 
uncertain to consider unless and until reliable information becomes available. 

Estimating the possible risk of dietary exposure to the BSE agent in US donors of 
blood and tissues during residence in Saudi Arabia. Since 1999, FDA's 
recommendations regarding deferral of blood and ineligibility of donors of HCT/Ps 
potentially exposed to the BSE agent in various countries — geographic deferrals — have 
been based on rough comparisons of the estimated risk of oral exposure to the BSE agent 
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in various groups of people compared to the risk of the UK population from the 
beginning of 1980 until the end of 1 996, when UK food/feed protections were fully 
implemented. FDA, in 2001, announced a model that estimated the risk in most countries 
of Western Europe assigned as a relative-risk compared to the UK. The risk of dietary 
exposure to the BSE agent was assumed to be stochastic and directly (linearly) related to 
the time spent in a country where the BSE agent contaminated beef products [6]. In 
principle, the exposure of concern was consumption of beef products, but dietary 
histories were unavailable and are probably unreliable, so donor days in country were 
taken as a surrogate. Based on a number of other assumptions, the following relative risks 
were assigned: UK=1.0, France=0.05 (i.e., 5% of beef in France assumed to have been 
imported from the UK [3] and other countries of Western Europe=0.015 (extrapolating to 
the rest of Western Europe the results of intensive surveillance of BSE in Switzerland) 
[6]. For purposes of deferral policy, and in consideration of the absence of more detailed 
information, vCJD risk in Western Europe was taken as comparable to that in France as a 
worst case. A risk relative to UK of 0.35 was assigned to US military bases that obtained 
beef from the UK in various years using estimates of UK beef sourcing provided to the 
FDA by the US Department of Defense (DoD) [9]. These estimated relative risk factors 
are highly uncertain because of uncertain simplifying assumptions that underlie them. In 
fact, the model appears to have predicted fewer cases of vCJD than have been recognized 
in France (25 to date or more than 10% of the UK per capita rate) and overestimated 
cases in US military personnel and dependents (no cases to date among as many as 4.8 
million active duty personnel and an unknown number of dependents and employees 
[32]). At the time, FDA also attempted to predict the possible loss of otherwise suitable 
blood donors that might result from various vCJD-related geographic donor deferral 
policies, based on a travel survey of donors in 12 blood centers [6]. Insofar as limited 
information has been available to us, we attempted a similar assessment of vCJD-related 
risk in Saudi Arabia, an assessment of reduction in that risk by donor deferral policies, 
and an estimation of the possible loss of otherwise suitable blood donors that might 
result. 

1) Estimates of relative prevalence of vCJD in various countries compared with 
Saudi Arabia. We attempted to estimate vCJD risk in donors resident in Saudi 
Arabia by comparing the crude rate of vCJD attributed to residence in Saudi 
Arabia with rates for seven European countries currently on the FDA deferral list 
that have had cases attributed to infection within the country, not including three 
cases attributed to infection during residence in the UK [27]. Information to date, 
summarized in Table 1, suggests that the crude recognized prevalence of vCJD 
attributed to exposure to the BSE agent in Saudi Arabia to date (three cases in a 
total population estimated by the US Census Bureau earlier this year to be 
26,132,000 [29]) resembles that in a number of European countries (somewhat 
lower than estimated prevalences in Ireland and France, both of which have lower 
rates than UK) for which FDA currently recommends geographic deferrals of 
blood donors [9] and screening of HCT/P donors [8]. It is important to note that 
the crude prevalence estimates provided in Table 1 have not been adjusted either 
for ages of the populations (younger persons being more often affected by vCJD 
than older persons) in the different countries or for probable differences in vCJD 
case recognition and reporting. 
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2) Potential consumption of UK beef products by persons resident in Saudi 
Arabia 1980-1996. In trying to estimate exposure to UK beef products, we 
addressed two groups of residents. 

(a) Estimated consumption of UK beef by the general population of Saudi 
Arabia, including Saudi nationals and foreign residents. We considered two 
factors affecting the risk of dietary exposure to the BSE agent: (i) estimated UK 
exports of beef to Saudi Arabia during the years 1980 through 1996, and (ii) 
estimated total beef consumption in Saudi Arabia. The latter adjustment was 
based on published data reporting that residents of Saudi Arabia, on average, 
consume considerably less beef than do residents of the UK and other Western 
European countries. Published sources suggested that about 10% of beef imported 
into Saudi Arabia during the years of concern might have originated in the UK 
[24] [3 1 ] and that average annual per capita beef consumption in Saudi Arabia 
was about a quarter of that in the UK (lamb and poultry being more popular) [2, 
17, 30]. Taken together, these figures, although not validated and admittedly 
uncertain, suggested that a reasonable average relative risk estimate for dietary 
exposure to BSE agent in UK beef by persons resident in Saudi Arabia during the 
years 1980-1996 might be 0.025 (i.e., 0.10 x 0.25) that of persons resident in the 
UK during the same period and not unlike the risk previously estimated for most 
countries of Western Europe. 

(b) US military personnel on bases in Saudi Arabia. We also considered 
information provided to FDA by the Armed Services Blood Program Office, 
DoD, about sources of beef supplied by the US Government to the US military 
personnel stationed in countries of the Arabian Peninsula during the years of 
concern (which include the years of the First Persian Gulf War). Information 
about military beef was taken from a recent DoD review of procurement records. 
Beef in field rations/"meals ready to eat" [MREs] during those years was all of 
US origin. However, an uncertain but possibly significant amount of the beef sold 
to and consumed by US military personnel living on US bases in Europe and 
Saudi Arabia after 1980 originated in the UK, though such procurement decreased 
after 1989. We cannot assume with confidence that the origin of beef consumed 
on US bases in Saudi Arabia differed significantly from that on European bases 
south of the Alps. Acknowledging the uncertainties, we therefore assumed that 
the risk of dietary exposure to the BSE agent for US military personnel living on 
bases in Saudi Arabia from 1 980 through the end of 1 996 was similar to that FDA 
previously assigned to US military living on European bases south of the Alps, 
taken to be about 35% of that for UK residents during the same period. Unlike US 
military stationed on European bases, no military dependents lived in Saudi 
Arabia. For the most part, US military contractors were not supplied with food by 
DoD, purchased their food locally— "on the economy"— and so are assumed to 
have shared the general dietary risk of exposure to the BSE agent with other 
residents of Saudi Arabia. 

Canadian deferral of blood donors resident in Saudi Arabia. Since November 2007, 
Hema-Quebec [21], a blood establishment operating in the Province of Quebec, has 
requested deferral of blood donors resident in Saudi Arabia for any period of six months 
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or more from 1980 through 1996 [20]. Since March 201 1, Canadian Blood Services 
(CBS) has required the same deferral [19]. Canadian blood donor deferral policies for 
residents of Saudi Arabia do not include donors with history of blood transfusion in that 
country. Table 2a compares current Canadian and US blood donor deferral policies for 
vCJD risk. The policies, while similar, are not identical. We are not aware that any other 
country has recommended blood donor deferral for residents of Saudi Arabia. 

Canadian assessments for determining suitability of donors of cells and tissues. 

Health Canada requires that travel information be collected for cell and tissue donors and 
some other questioning of donors or their proxies about vCJD risk factors. There are, 
however, no exclusion criteria based on risk factors associated with residence in or travel 
to specific geographic areas [19]. US donor screening recommendations regarding vCJD 
for donors of HCT/Ps are summarized in Table 2b. 

FDA's proposed response to reports of three vCJD cases in individuals likely to 
have been infected with the BSE agent in Saudi Arabia. The reports of three cases of 
vCJD attributed to residence in Saudi Arabia has implications for US blood safety 
recommendations and for the safety of HCT/Ps, affecting the suitability of four groups of 
potential donors: US military personnel serving in Saudi Arabia, US guest workers who 
were military contractors supporting US forces in Saudi Arabia, other US guest workers 
employed as non-military contractors in Saudi Arabia and immigrants to the US who 
lived in Saudi Arabia, during the years 1980-1996. Saudi Arabia is not currently included 
on the list of countries for which FDA has recommended deferral/ineligibility of donors 
[9]. 

FDA is considering modifications to current suitability/eligibility recommendations to 
include donors of blood and blood components, including Source Plasma and HCT/Ps 
who spent any cumulative period of six months or longer as military personnel serving in 
Saudi Arabia from 1980 through the end of 1996. This recommendation is similar to the 
current recommendation to defer donors resident on US military bases in Europe during 
years when they were supplied with UK beef (comprising an estimated 35% of the beef 
supply through 1996 south of the Alps [9]). FDA is also considering modifications to 
current suitability/eligibility recommendations to include any other donors of blood and 
blood components, including Source Plasma and HCT/Ps who spent any cumulative 
period of five years or longer living in Saudi Arabia from 1980 through the end of 1 996. 
This modification is similar to the current recommendation to defer donors resident in 
France, except that, because of continuing reports of BSE affecting native cattle in 
several European countries and a lack of reliable information regarding implementation 
of food safety measures and cross-border trade in beef products in Europe [7], FDA 
continues to consider the period of potential dietary exposure to the BSE agent for France 
and most other European countries (except UK) to extend to the present. We have 
assumed that the BSE risk for Saudi Arabia was associated with importation of live cattle 
and beef from the UK and that the risk became negligible at the end of 1996. 

We acknowledge that Saudi Arabia might have imported live bovines and beef from 
other BSE countries after 1996 [2], but we have not included that assumption in 
developing the proposed recommendations. Saudi Arabian authorities have assured FDA 
that, since at least 1996, the Kingdom has prohibited the importation of live bovines and 
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beef products from countries reporting BSE to the OIE, as suggested by public sources 
[14]. As noted above, Saudi Arabia has reported no case of BSE to the OIE, and we 
assume that native Saudi cattle have probably not been infected. The likelihood that BSE 
infection was established in the substantial number of small ruminants (sheep and 
goats— far outnumbering cattle in Saudi Arabia [2, 17]) seems remote. We do not have 
information regarding rendering and animal feeding practices in Saudi Arabia 
(specifically on production of MBM and use of MBM in feeds) that would allow more 
reliable assumptions. 

Potential impact on US blood supply and on HCT/P supply resulting from 
proposed deferral of certain blood donors or ineligibility of certain cell and 
tissue donors resident in Saudi Arabia during the years 1980-1996 

We considered four potential at-risk groups that would be affected under the proposed 
recommendation for US donors with a history of residence in Saudi Arabia during the 
years 1980-1996. The groups include: (1) US military personnel; (2) US guest workers 
who were contractors to the US military; (3) US guest workers who were contractors but 
not for the US military; and (4) immigrants from Saudi Arabia to the US (both Saudi and 
non-Saudi nationals, regardless of current citizenship). Table 3 below summarizes the 
predicted number of US donors and blood donations lost as a result of the proposed 
changes to recommendations for determining suitability of blood and plasma donors 
based on residence in certain countries. Because the more limited available information 
on donors and donations of HCT/Ps, FDA has not been able to analyze the possible 
impact of the proposed recommendation on the US supply of HCT/Ps. 
US military personnel. Based on information provided to FDA by DoD, approximately 
600,000 US troops were deployed to Saudi Arabia for a period > 6 months in the years 
1980-1996; that number represents about 90% of total deployments to Saudi Arabia 
during that period. Those persons would all be deferred from blood donations or 
ineligible to donate under the proposed geographic risk factor recommendations. 
However, DoD estimates that approximately 30% of this population are already deferred 
from donating due to the vCJD European deferral and other reasons. In addition, a large 
number of this population retired or left the military and may be donating to civilian 
blood collection facilities. 

US military contractor guest workers. Information from DoD indicated that 
approximately 200,000 personnel including DoD civilians and contractors were 
employed in Saudi Arabia during the years 1980-1996. We assumed that all had 
cumulative stays of > 6 months but less than 5 years. Under the proposed 
recommendation, they would not be deferred from donating blood and would remain 
eligible to donate HCT/Ps. 

US non-military contractor guest workers. We assumed all US non-military guest 
workers who lived in Saudi Arabia during the years 1980-1 996 had cumulative stays > 6 
months with an average length of stay of four years [10, 12, 13, 15, 22]. We further 
assumed that 30% of US guest workers lived in Saudi Arabia for more than 5 yr [10, 12, 
13, 15. 22] and thus would be deferred from blood donation and ineligible to donate 
HCT/Ps under the proposed geographic BSE risk factor recommendations. The Average 
Annual Number of US guest workers in Saudi Arabia was estimated using data from the 
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US State Department on the number of registered US citizens in Saudi Arabia in 1999 
[35]. We used these data for the year 1999, extrapolated and summed each year to derive 
the total number of US guest workers in Saudi Arabia during 1980 and 1996. 
Immigrants. Our estimates assume that all immigrants from Saudi Arabia since 1985 
had stayed for > 5 yr in Saudi Arabia during the years 1980-1996, and they would be 
deferred from blood donations or ineligible to donate under the proposed geographic BSE 
risk factor recommendations. The Average Annual Number of persons emigrating from 
Saudi Arabia to the US from 1985 to the present was derived from Immigration Statistics 
1989-2010 released by the US Department of Homeland Security [34]. Our estimates do 
not capture non-Saudi nationals immigrating to the US from Saudi Arabia as the last 
residence of record and thus may somewhat underestimate the number of donors and 
donations in this category that would actually be lost. 

Donor loss calculation. We calculated blood donor loss based on the assumption that 
individuals who resided in Saudi Arabia during the years 1980-1996 have a 5% rate of 
donation [28, 33], which is the donation rate for the general US population. Our 
calculation for the potential loss of blood units assumes that each donor donates 
approximately 1.7 units of blood each year [33]. The estimated potential impact on US 
blood supply resulting from the proposed donor deferral recommendation is summarized 
in Table 3 

Questions for TSEAC 

Question 1. Do available data support the consideration by FDA to recommend deferring 
donors of blood and blood components, including Source Plasma, and to determine to be 
ineligible donors of HCT/Ps, who 

a) spent six months or more cumulatively in Saudi Arabia as US military 
personnel from the beginning of 1980 through the end of 1996 or 

b) otherwise spent more than five years cumulatively in Saudi Arabia from the 
beginning of 1980 through the end of 1996? 

Question 2. Please discuss the likely contribution of those recommendations to the safety 
of the products involved and the possible impact on supplies of blood, blood components, 
plasma derivatives and HCT/Ps. 

Question 3. Please comment on additional information that might better inform FDA's 
consideration of the proposed or any further safety measures. 
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Table 1. 



Reported vCJD cases per estimated total population 2011 







Estimated* 








Population 




Country 


Cases 


2011 


Crude Rate 


UK 


175 


62,698,362 


2.8xl0" 6 


Ireland 


2 


4.670,849 


4.3x10"' 


France 


24 


65,102,719 


3.7xl0" 7 


Portugal 


2 


10,760,305 


1.9xl0" 7 


Netherlands 


3 


16,847,007 


1.8xl0" 7 


Spain 


. 5 


46,754,657 


l.lxlO 7 


Saudi Arabia 


3 


26,131,703 


l.lxlO 7 


Italy 


2 


61,016,804 


3.3xl0 8 


Japan 


1 


126,475,664 


7.9x10* 



vCJD cases are attributed to exposure in a country according to the conclusion of the CJD Surveillance Unit, Edinburgh 
[27]. Cases resident for > 6 mo in UK are attributed to UK. Rates are not adjusted for differences in population age 
profiles or for efficiency of case recognition and reporting in various countries. 

*Population estimates for various countries were taken from the Web site of the US Census Bureau for mid-year 201 1 
[28]. 
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Table 2a 

Comparison of Geographic vCJD-related Blood Donor Deferral Policies 
Recommended by FDA and Required by Canadian Blood Services 















Canadian Blood 






USA FDA 


Services 


Hema-Quebec 


UK 


>3mo 1980-1996" 


> 3 mo 1980-1996 b 


> 1 mo 1980-1996 


France 


> 5 yr 1980-present 


> 3 mo 1980-96 


> 3 mo 1980-96 


Other Western 
Europe (WE) 


> 5 yr 1980-present 
> 28 countries 


> 5 yr 1980-present 
12 countries b 


> 6 mo 1980-present 
12 countries 


Transfusion 
history 


UK, France 1980- 
present 


UK, France, WE 
1980-present 


UK, France, WE 
1980-present 


Saudi Arabia 


no deferral 


>6mo 1980-1996 


> 6 mo 1980-1996 


Other countries 


no deferral 


no deferral 


no deferral 



a US definition of United Kingdom = England, Northern Ireland, Scotland, Wales, the Isle of Man. the Channel 
Islands. Gibraltar, and the Falkland Islands 

US definition of WE (excluding UK. France) = Albania, Austria. Belgium. Bosnia-Herzegovina, Bulgaria. Croatia. 
Czech Republic, Demark, Finland, Germany. Greece, Hungary. Republic of Ireland, Italy, Liechtenstein, Luxembourg. 
Macedonia. Netherlands. Norway, Poland, Portugal. Romania. Slovak Republic. Slovenia, Spain. Sweden. Switzerland, 
and the Federal Republic of Yugoslavia ([sic] now Kosovo, Montenegro, and Serbia) 

FDA also recommends deferral of US military personnel who spent > 6 mo on certain military bases in Europe 1980- 
1996 [9] 

b Canadian definition of United Kingdom = England, Northern Ireland. Scotland, Wales, the Isle of Man. the Channel 
Islands (excludes Gibraltar and the Falkland Islands). Canadian definition of WE (excluding UK, France) = Austria, 
Belgium. Demark. Germany, Republic of Ireland. Italy, Liechtenstein. Luxembourg. Netherlands. Portugal. Spain, 
Switzerland 

c http ://\vww , .hema-qu ebec\qc .ca/donner/don-de-sang/qui-peut-donner-du-sang/creutzi'eldt -i akob.en .html 
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Table 2b. 



Geographic vCJD-related Cell and Tissue Donor Eligibility Policies 
Recommended by FDA 



Ineligible Donors with history of 


USA FDA 


Residence in UK 


> 3 mo 1980-1 996 a 


Residence in Other Western Europe 


> 5 yr 1980-present 
> 28 countries b 


Blood transfusion 


UK, France 1 980-present 


Residence in Saudi Arabia 


no current recommendation 


Residence in Other Countries 


no current recommendation 



a US definition of United Kingdom = England. Northern Ireland, Scotland, Wales, the Isle of Man, the Channel 
Islands. Gibraltar, the Falkland Islands 

b US definition of Europe = Albania, Austria, Belgium, Bosnia-Herzegovina, Bulgaria. Croatia, Czech Republic. 
Demark, Finland, France, Germany, Greece, Hungary, Ireland, Italy, Liechtenstein. Luxembourg. Macedonia. 
Netherlands, Norway, Poland, Portugal, Romania. Slovak Republic, Slovenia, Spain, Sweden, Switzerland, United 
Kingdom. Federal Republic of Yugoslavia ([sic] now Kosovo, Montenegro, Serbia) 

FDA also recommends deferral of US military personnel who spent > 6 mo on certain military bases in Europe 1980- 
1996 [8] 

Note: Health Canada requires that travel information be collected and some donor other screening for vCJD-related risk 
factors. There are. however, no exclusion criteria for cell and tissue donors based upon risk factors associated with 
residence or travel history to specific geographic areas. 
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Table 3. 



Estimated loss of blood donors and blood donations resulting from proposed 
recommendations to defer certain blood donors 
with history of residence in Saudi Arabia during 1980-1996 





US Military 
Personnel 


US Guest 
Workers 
Military 
Contractors 


US Guest 
Workers Non- 
Military 
Contractors 


Immigrants 
to US 


Total 


Average 

annual 

number 


n/ & 


11/ (X 


36 000 a 


920 b 


n/a 


Population to 
be deferred 


420,000 c 


o d 


45,900 e 


24,800 f 


490,000 


Blood donors 
lost 8 


21,000 





2,300 


1,200 


24,500 


Blood units 
lost* 1 


35,700 





3,910 


2,040 


41,700 



Notes: 

"Average annual number of US guest workers in Saudi Arabia: based on data from US State Department 

for registered US Citizens living in Saudi Arabia in 1999 (http://overseasdigest.com/amcit_nu2.htm). 
b Average annual number of immigrants from Saudi Arabia: based on data from US Department of 

Homeland Security, Yearbooks of Immigration Statistics 2004 and 2010 

(http://www.dhs.gov/files/statistics/publications/yearbook.shtm). 
'"Number of military personnel to be deferred calculated by: 

600,000 (total number of military personnel who stay for > 6 months, DoD 201 1 ) x 70% (percentage 

individuals having already been deferred, DoD 201 1 ) 
d Total number of military contractors who stay for > 5 years, and thus to be deferred (DoD, 201 1 ) 
c Total number of US guest workers non-military contractors to be deferred calculated by: 

(Average Annual Number of US guest workers x 1 7 years (from January 1, 1980 to December 31, 

1996) / Average Length of Stay) x 30% (percent stay for>5years) 
f Total number of immigrants to be deferred, calculated by: 

Average Annual Number of immigrants x 27 years (from 1985 to current) 
g Blood donors lost, calculated by: 

Population to be deferred x 5% (donation rate) 
h Number of blood units lost, calculated by: 

Number of donors to be deferred x 1.7 (average number of donations per donor per year) 
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